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Introduction

This user guide takes you through accessing and using the Clinical Trials Monitoring Branch (CTMB) Audit Information

System (AIS) to efficiently review audit scheduling, maintain the auditor list, and manipulate reports. The user guide is

divided into five sections. It is assumed that the user has already accessed the CTMB AIS on the web site. The five user

guide sections are as follows:

SR

Introduction,

Reviewing Audit Scheduling Information,

Managing Clinical Trials Monitoring Service (CTMS) Auditors,
Managing Final Reports, and

Reviewing Reports.

Actions to be performed by the user are shown on the left side of the page. Illustrated examples of the steps performed
are shown on the right side of each page.

Conventions

Specific terminology and rules of usage must be understood when following the step-by-step instructions in this user
guide. The conventions adopted for use in this manual are as follows:

Select A single click with the left-most mouse button,

Double-click A double-click of the left-most mouse button,

Bold Indicates the exact screen name of the item you are clicking,

Italics Indicates the exact screen name of an item on the screen which appears as a direct result of a user
action

"Data" Information in quotes indicates data that is typed by the user,

<Key name> Indicates the name of the key that should be pressed, and
Underline  indicates information that must be replaced by specific text by the user.

CTMB AIS - Clinical Trials Monitoring Service Activities
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Web Page Description

The CTMB AIS web pages are divided into distinct areas, or, frames. As the pointer arrow is moved across the Web
page, it will turn into a pointing finger when it "points" at an area that may be selected and accessed. Do not attempt to
type in any area in which a colored cursor appears. Acceptable data entry areas will display a black, static cursor when
they are selected. You may return to the main menu at any time during the audit process by selecting Back at the top of
any window, or Return to Main Menu at the bottom of any window. The scroll bars to the right and bottom of the
window may be used to view data that is off screen.

Field names in plain text italic are optional entry fields. Field names displayed on the screens in bold text are required
entry fields, except for the Query forms. The Query form field names are all displayed in bold text, but are not required
entries.

From any menu on the CTMB AIS, the user may select Return to Main Menu to return to the CTMB Audit
Information System main menu. Also located at the bottom of each menu is the option to send email with any questions
or comments to NCI's CTEP Help Desk. These options may be selected pointing and clicking.

The following is the Main Menu for the CTMB AIS.

CTMS Activities - Netscape aWebFind| «Notify| _ |01] x|

Eile Edit Yiew Go Communicator Help

NEY)
CTMB Audit Information System

@ Audit Scheduling Information

@ Maintain CTMS Auditor List

@ CTMS Final Report Information

@ Reports
Eeturn to Mfain henu
System related questions/comments, email: N CT CTEP HelpDesk
Audit related questions/comments, contact: CTVEB
Webmaster: Capital Technology Information Services, Inc.
|
=y |Document: Done

CTMB AIS Web Page
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Standard On-Screen Function Keys

Specific keys will appear on windows throughout the CTMB AIS web pages. These keys will always perform in the
same manner when selected. The following is a listing of these standard keys and the function they perform when

selected:

Clear

Delete

Find

Last

New

Next

Previous

Requery

Save

Clears any user entered data from the displayed window

Deletes the user specified information

Finds the user specified information

Takes the user to the last page of information when multiple pages are involved

Displays a new form or screen

Takes the user to the next displayed screen of information when multiple pages are involved

Takes the user back to the previously displayed screen of information when multiple pages are
involved

Provides another count of the information displayed

Saves any user entered information currently entered on a form

Adobe Acrobat Reader

The software product, Adobe Acrobat Reader, is used in conjunction with the CTMB AIS to review and print reports.
An option has been added to the applicable menus to allow you to download a free copy of this product.
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Reviewing Audit Scheduling
Information

The CTMS may review the audit scheduling information. Changes cannot be made from these windows. Only
Cooperative Groups can schedule an audit for their members. The following sections take you through the processes
involved in reviewing audit scheduling information.
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View CTMS Assigned
Audit Information

This section provides specific instructions for
viewingCTMS assigned audit information. All fields
on the Query screen do not need to be completed to find
existing information. Complete any known information
to find the required information.

1. Select Audit Scheduling Information from
the CTMB Audit Information System
window.

The Audit Scheduling Information window
appears.

2. Select View CTMS Assigned Audit
Information from the Audit Scheduling
Information window.

The Query on Audit Sites window appears.

3. Click on the Main Member/CCOP Name:
field down arrow to search for the main
member/CCOP name.

The List Of Values: Main Member/CCOP
Name window appears.

CTMS Activities - Netscape aWebFind | «Notify | - [ x|

Edit View Go Communicator Help

CTMB Audit Information System

@ Audit Scheduling Information

@ Maintain CTMS Auditor List

@ CTMS Final Report Information

@ Reports -

> Refurn to Main Mem I _|_~|

=il [Document: Done i

a\WebFind [ «Notify [ - [ x|

Eile Edit Miew Go Communicator Help

| ) i Audit Scheduling Information

@ View CTMS Assigned Audit Information
@ View Scheduled/Historic CTMS Assigned Audit Site Information

@ Return to Main Menu

Ratirn to hlain Wl =
il .

=] |Docurment Done

File Edit ¥iew Go Communicator Help
=l
Query on Audit Sites
Main Member/CCOP Name: | =l
Group: =
Institution ame: I =
Institution NCI Code: ,7
Audit Location: I =
Audit City: |
Audit State: []
Audit Zip Code: T
Audit Type: I
Audit Category: I |
Audit Date: (MM/DDYYYY) [ to]
Site Audit Status: |
= | _vl_l
= |Dacument Done

v
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Select the main member/CCOP name from the
list on the left.

OR,

Type a known part of the name in the Search
criterion for Main Member/CCOP Name
field using the wildcard % for the unknown
portion, select Find, and select the main
member/CCOP name when it is found.

The List Of Values: Main Member/CCOP
Name window is removed from the screen and
the selected name is displayed in the Main
Member/CCOP Name: field of the Query on
Scheduled Audits window.

Click on the Group: down arrow to search for
the main member/CCOP name.

The List Of Values: Group window appears.
Select the group name from the list on the left.
OR,

Type a known part of the group name in the
Search criterion for Group field using the
wildcard % for the unknown portion, select
Find, and select the group name when it is
found.

The List Of Values: Group window is
removed from the screen and the selected
name is displayed in the Group: field of the
Query on Audit Sites window.

# List Of Values: Main Member/CCQOP Na...

List Of Values: Main Member CCOP B
Name,

Search criterion for MMam Member/CCOP MName:

|% Search | Closel

; Main

;E";Membe“fccop Merber/CCOP |City
NCI Code

ATLASE A CLINIC AT003 Fairbanks

BAYLOR COLLEGE OF|[T3041 Austin

MEDICINE

CTTY OF HOPE CAD43 DUARTE

MEDICAL CENTER

|cTTY OF HOPE [can43
| |

v

DUAETE _|d
.

5 View CTMS Assigned Audit InfolS T ale) B diva P =] £ |

Eile Edit VYiew Go Communicator Help

Query on Audit Sites 4
Main Member/CCOF Name: |[4av0 CLINIC-SCOTTSDALE =l
Group: [ 1=
[nstitution Name: [ =
[Institution NCT Code: li
Audit Location: [ =l
lAudit City: |
|Audit State: [
[Audit Zip Code: [
[Audit Type: [
|Audit Category: | o
[Audit Date: MMDDAYYY) [ o]
Site Audit Status: | j
! F

[Document: Done

List Of Values: Group _

!

Search criterion for Group:

ml Close |

Group
ACOE0G —

[
L]
[

{‘
[
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10.

11.

12.

Click on the Institution Name: down arrow to
search for the institution name.

The List Of Values: Institution Name,
Institution Name Code window appears.

Select the institution name from the list on the
left.

OR,

Type a known part of the institution name in
the Search criterion for Institution Name
field using the wildcard % for the unknown
portion, select Find, and select the institution
name when it is found.

The List Of Values: Institution Name,
Institution Name Code window is removed
from the screen and the selected name is
displayed in the Institution Name: field of the
Query on Audit Sites window. The Institution
NCI Code: field is also filled in.

Click on the Audit Location: down arrow to
search for the audit location.

The List Of Values: Audit Location, Audit
City, Audit State, Audit Zip Code, Audit Type,
and Audit Date window appears.

& View CTMS Assigned Audit Infol 15 sl SN =0 Pu[=] E3|

Eile Edit Mew Go Communicator Help

Query on Audit Sites

Main Memher/CCOF Name: |[[uavo CLINIC-5COTTSDALE =l
Group: [swos 1=

Mnstitution Name: [ =
Institation NCI Code: li

\Audit Location: =
[Audit City:

\Audit Zip Code:

[Audit Type:

\Audit Category:

[

[
\Audit State: [

[

|

|

I

[Audit Date: (VIM/DD/YYYY)

Site Audit Status: =

_Find | _clear

v

=il |Document Done

List Of Values: Institution Name, ,
Institution NCI Code

Search critenion for Institution MName:

I% ml Close

e = Institution |Membership
Institution Name NCT Code| Type
AFEON GEMERAT OHO053 | Affiliate
LECICAT CENTEE.

ATASE S CLIMNIC AFDDE (Dfan
Dletnber

ATEANY MEDICAT WY117  (Ddfain
CENTER. Iember

Y119 [Main

[ALRANY MEDICAL
|

4

v

£

NC
CH

AK

ISF

=l

& View CTMS Assigned Audit Infol 15 sl SN =0 Pu[=] E3|

Eile Edit Mew Go Communicator Help

Query on Audit Sites

Main Memher/CCOF Name: |[[uavo CLINIC-5COTTSDALE =l
Group: [swos 1=
[Institution Name: IARIZONA CANCER CENTER =l
Institation NCI Code: W
[Audit Location: [ =
[Audit City: [
\Audit State: [
\Audit Zip Code: |
[Audit Type: [
\Audit Category: |
[Audit Date: MM/DDYYYY)|] to]
Site Audit Status: E|
=
=i [Document. Done

v

=l
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13.

14.

15.

16.

17.

Select the audit location from the list on the
left.

OR,

Type a known part of the audit location in the
Search criterion for Audit Location field
using the wildcard % for the unknown portion,
select Find, and select the audit location when
it is found.

The List Of Values: Audit Location, Audit
City, Audit State, Audit Zip Code, Audit Type,
and Audit Date window is removed from the
screen and the selected audit location is
displayed in the Audit Location: field of the
Query on Audit Sites window. The Audit
City:, Audit State:, Audit Zip Code:, Audit
Type:, and Audit Date: fields are also filled in.

Enter Treatment, Prevention, Combined, or
UCOP in the Audit Category: field.

The selected category appears in the field.
Click on the Audit Status: field down arrow
and select Scheduled, Re-scheduled, or
Ongoing.

The selected status appears in the field.

Select Find from the bottom of the Query on
Audit Sites window.

List Of Values: Audit Lo... =] 32

List Of Values: Audit Location, ,
Audit City, Audit State, Audit
ZipCode, Audit Type, Audit Date

Search criterion for Audt Location:

] M Close 1

Audit Audit Ci Audit | Audit Audit |Aod

Location t 1ty State |ZipCode Type [Dat

Bethesda Bethesda |[MD  |208%0  |Routne |12/0
audit

Gerbll World |[Rockwille WD 120222  |[Routine (1141
audit

| | Hz

File Edit Wiew Go Communicator Help

Query on Audit Sites
Main Member/CCOP Name: |[iivo cLINIC-SCOTTSDALE =
Group: [swos |31
[Institution Name: IARIZONA CANCER CENTER =l
[Institution NCT Code: W
|Audit Location: [Litele Rock Fercilicy clinic | =]
| Audit City: Ithnle Rock
Audit State: [ax]
lAudit Zip Clode: [33333
[Audit Type: [Foutine awaic

lAudit Category: ICDmblned

(Audit Date: (MM/DD/NYYY) [11/17/1955 | ¢ [
Site Audit Status:

[Scheduled =]

ml Clear

- [Document: Done

v

& View CTMS Assigned Audit InfolEXTe et | RaN e i Pl 4|

File Edit View Go Communicator Help

Audit Sites List

Dnsttion Dnstiowtion|  Audic | o sudit) Audic Awtie || O
Name NCICode| Location 13 e State | Category Date EORr, A:s‘
WEST ILozo JHU Rockville | MD || Prevention |12/09/1988 SWOG|

SUBUEE AT

HOSPITAL

SOUTH L1086 Rockwille Rockwille || MD ||[Prevention |12/07/1998|SWOG|
SUBUEBAN

CANCER

CENTER.

OTTAWA 11025 Bethesda Bethesda || MD ||Prevention |12/03/1988|SWOG| 1

CIVIC HOSP
NORTHEAST | AL032 |[NORTHEAST south mobile | AL | TCOP |12/02/1998SWOG| ¥

AL REG ALREG

MEDICAL MEDICATL
CTR CTR

DUEEUNIV | NC010 |MNORTHEAST |south mobdle| AL | TCOP |12/02(1358|SWOG| 1
MEDCL CTR. ALREG
MEDICAL
CTR

IH_A_RRISON TWAN2E Prevention 111‘%8/1998 SWOG

- [Document Done
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View Scheduled/Historic
CTMS Assigned Audit
Site Information

You may view all scheduled and historic CTMS audit
site information through the CTMB AIS. This section
covers accessing and reviewing the scheduled and
historic information on audit sites. All fields on the
Query screen do not need to be completed to find
existing information. Complete any known information
to find the required information.

1. Select Audit Scheduling Information from
the CTMB Audit Information System
window.

The Audit Scheduling Information window
appears.

2. Select View Scheduled/Historic CTMS
Assigned Audit Information from the Audit
Scheduling Information window.

The Query on Audit Sites window appears.

3. Click on the Group: down arrow to search for
the main member/CCOP name.

The List Of Values: Group window appears.

aWebFind [ +Notify [ - [O] x|

& CTMS Activities - Netscape

Eile Edit View Go Communicator Help

CTMB Audit Information System

@ Audit Scheduling Information
@ Maintain CTMS Auditor List

@ CTMS Final Report Information

@ Reports

> Refurn to Main Mem I _|_~|

=il [Document: Done ¢

@ View CTMS Assigned Audit Information

@ View Scheduled/Historic CTMS Assigned Audit Site Information

@ Return to Main Menu

Ratirn to hlain Wl =
4 J ;I_I

=] |Docurment Done

File Edit View Go Communicator Help

Query on Audit Sites

(Group: =

[Institation Name: ] ]

[institation NCI Code: .
[
[
[
[
[
=
[

(Main Member/C COP Name:

[Audit Type:

[Audit Date: (MM/DD/YYYY)

|Audit Location:

to

[udit City:

|Audit State:

[sudit Category:

Site Audit Status: ]

_Find | _Glear

@ Return to Audit i ion Menu

v

=l [Document Done

CTMB AIS Clinical Trial Monitoring Service Activities
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4. Select the group name from the list on the left. ist Of Values: Group - ...

OR List Of Values: Group _

Search criterion for Group:

5. Type a known part of the group name in the

Search criterion for Group field using the B _Find| Close |
wildcard % for the unknown portion, select
Find, and select the group name when it is Growp
found. [acosog B
Y
The List Of Values: Group window is e 2
removed from the screen and the selected EICS
name is displayed in the Group: field of the CALGE
Query on Audit Sites window. %@
6. Click on the Institution Name: down arrow to EORTC
search for the institution name. ,% [

The List Of Values: Institution Name,
Institution Name Code window appears. o
Query on Audit Sites
7. Select the institution name from the list on the Group: Free =1
left. [Institution Name: I =
Institution NCI Code: l_
(Main Member/CCOP Name: | =
OR [Audit Type: I
[Audit Date: (MMDDAYYY) [ o]
8. Type a known part of the name in the Search i":;y" :
criterion for Institution Name: field using S »
the wildcard % for the unknown portion, it Categery: | u
select Find, and select the desired institution St S ]
name when it appears. Find] iear
SR AR R
The List Of Values: Institution Name, =l octment Dot |
Institution NCI Code window is removed from ¢
the screen and the selected name is displayed . T
in the Institution Name: field of the Query on ist Of Values: Instituti... -
Audit Sites window. The Institution NCI List Of Values: Institution Name, ,
Code: field is automatically filled in for the Institution NCI Code —

selected institution name.

Search critenion for Institution MName:

Js Find | Close
Institation Name Institution || M embership Me
NCI Code |Type
NC

AKRON GENERAL OHO53  |Affliate OH
MEDICAL CENTER
ATASE A CLINIC AK003  [Main AT

Dletnber
ATBANY MEDICAL NMY117  [Main NY
CENTER. Iember
[ATBANT MEDICAL 7115 |fain Y
| 5

v
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10.

11.

12.

13.

14.

Click on the Main Member/CCOP Name:
field down arrow to search for the main
member/CCOP name.

The List Of Values: Main Member/CCOP
Name, Audit Type, Audit Date, Audit Location,
Audit City, Audit State, Audit Zip Code
window appears.

Select the main member/CCOP name from the
list on the left.

OR,

Type a known part of the main member/CCOP
name in the Search criterion Main
Member/CCOP Name: field using the
wildcard % for the unknown portion, select
Find, and select the audit location when it is
found.

The List Of Values: Main Member/CCOP
Name, Audit Type, Audit Date, Audit Location,
Audit City, Audit State, Audit Zip Code
window is removed from the screen and the
selected main member/CCOP name is
displayed in the Main Member/CCOP Name:
field of the Query on Audit Sites window. The
Audit Type:, Audit Date:, Audit Location:,
Audit City:, Audit State:, and Audit Zip Code:,
fields are also filled in.

Enter Treatment, Prevention, Combined, or
UCOP in the Audit Category: field.

The selected category appears in the field.
Click on the Audit Status: field down arrow
and select Scheduled, Re-scheduled, or
Ongoing.

The selected status appears in the field.

Select Find from the bottom of the Query on
Audit Sites window.

% View CTMS Assigned Audit Informati @S aTare] BTN o m] 3|

File Edit View Go Communicator Help

|
Query on Audit Sites
Group: [swoe =1
Institation Name: [Rrzzoms cancer centeR =
nstitution NCI Cade: [rz027 |
[Main Member/CCOP Name: [ =
[Audit Type: I
[iudit Date: (MM/DDAYYY) | to]
Audit Location: I
Audit City: I
|Audit State: [
\Audit Category: [ =
Site Audit Status: J
1

% View CTMS Assigned Audit Informatid /7= antel EAN e o [ £ |

FEile Edit View Go Communicator Help

a PR S U T P L . . _>|;I

[Document: Done

v

List Of Values: Main Me... [5[=] xj

List Of Values: Main Member/CCOP ||
Name, Audit Type, Audit Date, Audit
Location, Audit City, Audit State,
Audit ZipCode,

Search criterion for Main Member/CCCOP Name:

I% ml Close

T GaberEO e, Sar NI .  ade, Aud
Type [Date Location

Name

ALASKA Routine||11/28/19598

CLINIC audit

ATLBERT Feandit |11/18/1998

ELTSTEN

I(“mT T_(1F WET L
. J i

v

Audit Sites List

b o Institution & z - e, |Audit | Audit B
Institution Name | (/58 O | Audit Location | Audit City | i 1 (07 |udit Date) Growp
BETH ISRAEL NY003 Combined [11/18/1998| ECOG
MEDICAL
CENTER
OCHSNER. LAO40 Todd's Wotld of |Gerantown| MD || Prevention (11/20/1998 I9SABP
CCOP Disinfectants
WEST ILo20 THIT Rockvile | MD | Prevention (12/09/1998 | SWOG!
SUBURBAN
HOSPITAL
SOUTH IL106 Rockyille Rockvile | MD | Prevention [12/07/1998 |SWOG!
SUBURB AN
CANCER
CENTER
OTTAWA CTVIC 11023 Bethesda Bethesda | MD | Prevention [12/03/1998 | SWOG!
HOSP.
NORTHEAST AL | AL032 |NORTHEAST AL |(southmobie | AL TCOP  |[12/02/1998 | SWOG!
REG MEDICAL REG MEDICAL
CTR CTR
DUKE UNIV NCO010 | |NORTHEAST AL |south mobile | AL UCOP |[12/02/1998 | SWOG!
REG MEDICAL

| MEDCL CTR.

=T

[Document: Done ko a2 L
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Managing CTMS Auditors

All auditor names and particulars for auditor sites may be viewed through the CTMB AIS. Auditors may also be added
and deleted as required. The following sections take you through the processes involved in managing CTMS auditors.
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aWebFind [ +Notify [ - [O] x|

& CTMS Activities - Netscape

Eile Edit View Go Communicator Help

Add a CTMS Auditor

CTMB Audit Information System

CTMS auditors may be added to the group of auditors
currently listed on the CTMB AIS. This section covers
adding a new auditor to the auditor list.

1. Select Maintain CTMS Auditor List from
the CTMB Audit Information System
window.

The CTMS Auditors frame listing the current
auditors appears on the left. Details on the
first auditor in the left list are displayed in the
CTMS Auditors right frame.

2. Select New from the bottom of either CTMS
Auditor frame.

The right frame provides a blank entry area for
the new auditor information.

3. Type auditor name in the Auditor Name:

@ Reports

@ Audit Scheduling Information

@ Maintain CTMS Auditor List

@ CTMS Final Report Information

Return to Wiain Memn

File Edit View Go Window Help

=il [Document: Done

v

37 Maintain CTMS Auditors : Maintain CTMS Auditors - Netscape

CTMS Auditors

Birckner, Todd

Carl Tackson
Jeff Dunham
TV Birckner
Todd Test 1
Todd Test 2
Tom Jackson
Victor2
Wally Cleaver

Records 110 9 of 9

CTMS Auditors

|Auditor Name:

[Bircimer, Todd

|Auditor for:

CTIMS

Titla:

[Bircimer1

Affibation:

[Bircinera

\Email:

[Birciner1

Save | Delete | Clear | New|

Al date elements that are mandatory are in bold and that are

optional are in italic

field.
1e ReQuery
4. Type auditor title in the Title: field. E S | 4

5. Type auditor affiliation in the Affiliation:

ﬁeld File Edit View Go Window Help
CTMS Auditors Add New Auditor
6. Type auditor email address in the Email: field. Bk, Tods SRR R e
m [Auditor Name:|[=cx oo
7.  Select Save from the bottom of the right B0 s Jouaico:
Todd Test 1 A ffiliation: |SUOG
frame. Todd Teat 2 ok
2008 2B e i [sa0eeetisine. conl
Tom Jackson
Lo . Victor2
Success is indicated and the new auditor Walh Cloweer S| Elea]
information is displayed in the right frame. W L lebmae e endedg e it et 2

37 Maintain CTMS Auditors : Maintain CTMS Auditors - Netscape

Records 1t0 9 of 9

ReQuery

Haw |

]

aptional are in italic

=il [Document: Done
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8. Select ReQuery from the bottom of the left . Maintain CTMS Auditors : Maintain CTMS Auditors - Netscape M=

. . File Edit View Go Window Hel
CTMS Auditors frame to update the list to = -
. .. CTMS Auditors Il CTMS Auditors 'l
include your new addition.
Birckener, Todd Success!
. . Carl Jackson Row inserted
The left CTMS Auditor frame displays the new ToskDo e
] . X 5 o uditor [Name: |Jack Doe
auditor information. o Auditorfor, OGS
Todd Test 1 Title: IAudltur
Note: You may need to use the Next option to Sl R
. . . SimIEE \Eeraril: oefictisine. com
scroll through the list of auditors to view your Viotord L
.. Wally Cleaver -
new addition. Bt Save | Delete | Clear | Hew|
TR LTS Al data lemants dhat are mandatory are in bold and thas are
PR V aptional are in italic |
=3l [Document; Done £
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Delete a CTMS Auditor

Cooperative group auditors may be deleted from the
group of auditors currently listed on the CTMB AIS.
This section covers deleting an auditor from the auditor
list.

9. Select Maintain CTMS Auditor List from
the Cooperative Group Auditor Information
window.

The CTMS Auditors frame listing the current
auditors appears on the left. Details on the
first auditor in the left list are displayed in the
CTMS Auditors right frame.

1. Select the auditor you wish to delete from the
left frame.

The selected auditor information appears in the
right frame.

Note: You may need to use the Next option to
scroll through the list of auditors and locate the
auditor you wish to delete.

2. Select Delete from the bottom of the right
frame to delete the displayed auditor from the
auditor list.

The Please confirm the delete dialog box
appears.

& CTMS Activities - Netscape

Eile Edit View Go Communicator Help

aWebFind [ +Notify [ - [O] x|

@ Reports

@ Audit Scheduling Information
@ Maintain CTMS Auditor List

@ CTMS Final Report Information

CTMB Audit Information System

Return to Wiain Memn

File Edit View Go Window Help

=il [Document: Done

v

37 Maintain CTMS Auditors : Maintain CTMS Auditors - Netscape

CTMS Auditors

Birckner, Todd

Carl Tackson
Jeff Dunham
TV Birckner
Todd Test 1
Todd Test 2
Tom Jackson
Victor2
Wally Cleaver

Records 110 9 of 9

ReQuery

|

CTMS Auditors

Auditor Name: ([rircimer, Todd
|Auditor for: CTIMS

Title: [Bircimer1
Affliation: [Bircinera
\Fmails [Birciner1

Al date elements that are mandatory are in bold and that are

optional are in italic

=l [Documert: Done

37 Maintain CTMS Auditors : Maintain CTMS Auditors - Netscape

File Edit View Go Window Help

CTMS Auditors

[Birckner, Todd
Carl Jackson
Jeff Dunham

TV Birckner.
Todd Test 1
Todd Test 2

Tom Jackson

Victor2

Wally Cleaver

Records 1t0 9 of 9

ReQuery

Haw |

]

Enter values for new Maintain CTIS Auditors record

Add New Auditor

Auditor Name:

[32ck Doe

Title:

[audicor

Affliation:

[svoc

\Ermasd.

[saceectisine, con

Al date elements that are mandatory care in bold and thet are

Save | Clear

aptional are in italic

=il [Document: Done
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3. Select OK to delete the selected auditor from
the list.

Note: You may select Cancel to stop the
deletion.

The right CTMS Auditors frame indicates that
the deletion was successful.

Note: You may select ReQuery from the
bottom of the left CTMS Auditors List frame to
view the updated auditor list.
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Managing Final Reports

Final reports for all audits must be submitted through the CTMB AIS. Through this system, you may prepare reports,
review reports that have already been submitted, view/update final reports, and view final report comments.
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Prepare Final Reports

Final reports must be prepared at the completion of an
audit. This section covers preparation of the final
report for an audit.

1. Select CTMS Final Report Information
from the CTMB Audit Information System
window.

The CTMS Final Report Information window
appears.

2. Select Prepare Final Reports from the
CTMS Final Report Information window.

A Final Reports frame listing available final
reports is displayed in the left frame and the
right Final Reports frame shows specifics on
the first final report in the left frame listing.

Note: Any report that has been started but that
has not yet been submitted will appear in the
left frame.

3. Select New from the bottom of either frame.

The Enter a New Final Report form is
displayed in the right frame.

& CTMS Activities - Netscape aWebFind [ +Notify [ - [O] x|

Eile Edit View Go Communicator Help

CTMB Audit Information System

@ Audit Scheduling Information
@ Maintain CTMS Auditor List

@ CTMS Final Report Information

@ Reports -

> Refurn to Main Mem I _|_~|

=il [Document: Done ¢

7 CTMS Final Reports - Netscape _[Of x|
File Edit Yiew Go Window Help

i ¥ V8 CTMS Final Report Information

@ Prepare Final Reports

@ View Submitted Final Reports

9@ View/Update Returned Final Reports

@ View Final Report Comments 1y
@ Return to Main Menu

= Documert: Done |

| = Prepare CTMS Final Reports : Co-Site Final Report - Netscape

File Edit View Go Window Help

Final Reports Final Reports -

Institution[Institution|  Audit| 4| [Instivution [FORTHEAST AL REG MEDICAL CTR
Name [NCI Code | Category| I| [Wame:

NORTHEAST| AL032Z| TCOP|12/C| |Institation NCT |AL032

ALREG Code:
MEDICAL [Audit Type:  [Reaudst
o [Audit Category: [JCOP |
e [AuditDate:  [12/02/1998
[Sudit City: sovth mobile
ReQuery |Audit State: AL

|Audit Zip Code: 33657

|
\
|
‘ Hew
|
|
i

[Main [NORTHEAST AL REG MEDICAL CTR
Merher'CCOP
@ Retum to CTMS Final Report R
Tnformation Mem :
Group: SsWoG
ReportDue 1213011998
Date: _'_|
‘ ol L] e
=il [Document: Gone 4

’
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4. Click on the Institution Name: down arrow to D L e =lolx
search for the desired institution. Final Reports Enter a New Final Report
Tnstiration|Tsatation]| . Audit Enter values for new Co-Site Final Report record
The List Of Values: Institution Name, window o e o] ]
appears. Ve et
e \Number of Protocols ,—
. . . . Record 1of1 Revienod
5. Select the institution name from the list on the RS AT
left R \Audited:
@ Return to CTMS Final All data elements thax are mandatory are in bold and that are oprional are
OR Report Information Meru in italic
. ‘ 1 ol
6. Type a known part of the name in the Search = ey y
criterion for Institution Name: field using i
the wildcard % for the unknown portion, _
select Find, and select the desired institution ¥ List Of Values: Institution Name, - Netsc... B[l F3
name when it appears. List Of Values: Institution Name,
The List Of Values: Institution Name, window Search criterion for Instifution Name:
is removed from the screen and the selected :
|% Find | Close |

name is displayed in the Institution Name:

field of the Enter a New Final Report frame. i
Institution  ||Institution |[Audit ||Membership |Audit 2
L. . . . Mame NCT Code||Type |Type Category |[1
7. Type the name of the principal investigator in L
the Principal Investigator: field. HAREIZON |WAQZ6 Roghne Affilate Prevention ||]
MEMORIAL andit
HOSPITAL
8. Type the number of protocols that were WEST To20 [Routmelccop el
reviewed in the Number of Protocols SUBURBAN audit || Component
Reviewed: field. e b
Note: This is a numeric entry field.
0 | 2l

9. Type the number of cases that were audited in
the Number of Cases Audited: field.

¥ Prepare CTMS Final Reports : Co-Site Final Report - Netscape

File Edit View Go Window Help

Note: This is a numeric entry field. SRR SR

Tnstitution|[Institution|  Aud || Success!
Name NCILCode | Catego Rowinserted
: HARRISON| WA026 Preventic
10. Select Save from the bottom of the right i s o e )
— ion NCI Code:  |[WA026
frame. FERR T E T A || o auds
MEDICAL |Audit Category: (Prevention
. . . . CTR \Audit Date: 11/28/1998
Success is indicated and the Final Report T A e
R . ecords 1to 2 of \Name:
frame on the right appears with the newly s e F s
SaVed ﬁnal report data. | Re.pn.rtDllEDafe: 12/26/1998
New Principal Investigator: IJanE Doe
|| [Number of Protocols l?
@ Return to CTMS Final IRevi a
Note: You may select ReQuery from the left i———— I =
. &= [Bocument one 4
frame to update the list. +
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11.

12.

13.

14.

15.

16.

Select Co-Site Auditors from the bottom of
the right frame.

The Co-Site Auditors frame appears in the left
of the window listing any auditors that are
scheduled to attend the audit as well as any
cosite auditors. The right frame provides
specific information on the first auditor listed
in the left frame.

Select New from the bottom of either Co-Site
Auditors frame.

A blank Assign a New CTMS Auditor frame
appears on the right.

Click on the Auditor Name: field down arrow
to select the new auditor.

The List of Values: Auditor Name window
appears.

Select the auditor name from the list on the
left.

OR

Type a known part of the name in the Search
criterion for Auditor Name: field using the
wildcard % for the unknown portion, select
Find, and select the desired auditor name
when it appears.

The List Of Values: Auditor Name, window is
removed from the screen and the selected
name is displayed in the Auditor Name: field
of the right Co-Site Auditors frame.

Select Save from the bottom of the right Co-
Site Auditor frame.

Success is indicated in the right frame.
Note: Select ReQuery from the left frame to
update the information appearing in the left

frame.

Note: Continue with this process until all
audit staff has been entered.

¥ Prepare CTMS Final Reports : Co-Site Final Report - Netscape

File Edit View Go ‘indow Help

), 2|l Number of Cases 25
Final Reports Py
Institution Institution Aud
Name INCI Cod | Catagos 8ave | _Detete | Glear | ew]

HARRISON| WAO26 | Preventic

MEMORIAL @ Co-Site Auditors
HOSPITAL
[NORTHEAST| AL032| UCC || @ IRB and Informed Consent Content Component
ALREG
MEDICAL @ Pharmacy Component
CIR
@ Patient Case Component
Records 102 of 2
@ Exit Interview Section
ReQuery a

General Comments Section

New

Submit Final Report

i

@ Return to CTMS Final

View/Print Final Report

il [pocurmert: Bane

v

% List Of Values: Auditor Name - Netscape

List Of Values: Auditor Name

Search cnterion for Auditor ame:

Ik Find | Close |

Auditor e Affiliation [Ernail

Name

Birckner, |Bircknerl |Bicknerl |Bircknerl

Todd

Carl Auditor CTHS cliackson@anywhere. com
Jackson |[Supervisor b
Jack Doe |Auditor |[SWOG bdoe@cﬁsiﬂc.com

Jeff Comedian (Puppets  [jdunham@eomedy com
Dunham

TV Walrus Walrus W alrus(@ W alris. com
Birckner

R M| G [Tedd [Tadd |

7 Prepare CTMS Final Reports - Netscape _[ofx]

File Edit ¥iew Go Window Help

Co-Site Auditors = Co-Site Auditors
o Records returned. Success!
Rowinserted
ReQuery
i Institute Name:  |HARRISON MEMORIAL HOSPITAL
ow
stitute NCT Code:[WA026
Audit Category: | Preveation
@ IR and Informed Consent Audit Date: 11/28/1998
Yot Byt [Auditor Name: [Wally Cleaver
@ p o Auditor for: CTMS
@ Patient Case Component Delete | New
@ Exit Interview Section TN AR ot cloments thar ave mandazory are in bold and that are
optional are in italic
@ General Comments Section
a =l

=l
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17. Select IRB and Informed Consent Content

File Edit View Go Window Help

Review from the left frame. IRB and Informed Consent | Complete IRB Component Information
Sl ot Enter values for new Complete IRE and Informed Consent j
The IRB and Informed Consent Content SRR LR
Review left frame appears listing the reviews e | ey s oS
and the right frame provides specifics on the [z ol
first IRB review listed in the left frame. SR e o
@ Patient Case Component
18. Select New from the bottom of either frame. SR Bty e
@ oot St s [l feie
A blank Complete IRB Component @ St Final Repor o |
Information frame appears on the right. - T— =l ' —'_/I

19. Select Yes or No, or, On-site or Off-site for

all ﬁelds on thlS form. File Edit View Go Window Help
IRB and Informed Consent  —|| IRB and Informed Consent Content Component
Note: Comments must be included for all e ot
. . . . No Records returned Ruwinsem'd o
answers indicating a deficiency.
m‘ [Institution HARRISON MEMORIAT HOSFITAL
Name:
20. Click on the IRB informed consent content Lo Istitution NCT |WA026
Code:
assessment: field down arrow and select P R R s
- ; \Audit Category: |Prevention
Acceptable, Acceptable needs follow-up, or @ Putiont Case Componerit g e
Unacceptable. @ Exit literview Soction Main ALASEA CLINIC
i R AR Member/CCOP
@ Ceneral Comments Section | [Name:
. . s T e Group: SWOG
The selected rating appears in the field. @ Submit Final Report Eorat ot
PN Y % J3 | ) _ | _'ILI
= [Documert: Done. 7

21. Select Save from the bottom of the Complete
IRB Component Information frame on the

rlght' 7 Prepare CTMS Final Reports : Complete Pharmacy Component - Netscape _[Ofx]
File Edit View Go Window Help
P . . . Pharmacy Component - Complete Ph Comp t Inf -
Success is indicated in the right frame.
Mo Records returned Enter values for new Cormplete Pharmacy Component record
ReQuery Were IND's or | @ Yes
22. Select Pharmacy Component fromtheleft | = NCLuplied |0 2o
Mew ‘agents used at
frame. this site during
@ Patient Case Component the period
covered by this
. @ Exit Interview Section audit:
The Pharmacy Review and Assessment = ; Wasthe @ Ve
General Comments Section pharmacy € No
frames appear. @ Submit Final Report 2:::1;”15:
@ Retum to Final Reports |
The Pharmacy Component left frame appears i e
listing the reviews and the right frame PARTR | ymil
= [Document. Dane y

provides specifics on the first pharmacy
component listed in the left frame.

23. Select New from the bottom of either frame.

A blank Complete Pharmacy Component
Information frame appears on the right.
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24.

25.

26.

27.

28.

29.

Select Yes or No, or, On-site or Off-site for
all fields on this form.

Note: Comments must be included for all
answers indicating a deficiency.

Note: You may select Expand Comments to
have a larger data entry area to type your
comments.

Click on the Accountability of
investigational agents and pharmacy
operations assessment: field down arrow and
select Acceptable, Acceptable needs follow-
up, Unacceptable, or No assessment
required.

The selected rating appears in the field.
Select Save from the bottom of the Complete
Pharmacy Component Information frame
on the right.

Success is indicated in the right frame.

Select Patient Case Component from the left
frame.

The Pharmacy Review and Assessment
frames appear.

The Patient Case Component left frame
appears listing the reviews and the right frame
provides specifics on the first patient case
component listed in the left frame.

Select New from the bottom of either frame.

A blank Complete Patient Case Component
Information frame appears on the right.

Select Yes or No for all fields on this form.

Note: Comments must be included for all
answers indicating a deficiency.

3 Prepare CTMS Final Reports : Complete Pharmacy Component - Netscape

File Edit View Go Window Help

T waor T
Pharmacy Component 7] ||conduct an
adequate
o Records retumed. review:
Commants:
ReQuery
Mew ‘Accountability |[acceptable needs follow-up 2]
of
@ Patient Case Component nvestigational
agents and
@ Exit Interview Section pharmacy
operations
@ General Comments Section K
@ Submit Final Report Save | Clear
@ Retur to Final Reports W 20 et Tt Pretchzsori v b St s it i
. 3 optional are in italic
@ CoSite Auditors I
B o i ae I k) B
= [Documert: Dane | 7

7 Prepare CTMS Final Reports : Complete Pharmacy Component - Netscape

File Edit ¥iew Go Window Help

Pharmacy Component

Pharmacy Component

Institution Institution|  Audit| £ || Success!
Name |NCI Code| Category| 1 || Rowinserted
HARRISON| WAO26| Prevention|[11/2
MEMORIAL nstitution [HARRISON MEMORIAL HOSPITAL
HOSPITAL Name:
Institution NCI [WA026
Record 1 of 1 Code:
Audit Type:  [Routine audit
ReQuery
[Audit Category: [Prevention
Mo | [auditDate: 11281998
Main [ALASKA CLINIC
@ Patient Case Component Mermber/CCOP
[Name:
@ Exit Interview Section Group: SWOG

| @ General Comments Serl:tinn _';I

[Pharmacy Ves -
i - - mm

=l [Documert: Done

7

|| == Prepare CTMS Final Reports : Complete Patient Case Component - Netscape _ o] x|

File Edit ¥iew Go Window Help

Patient Case Component
No Records retumed

ReQuery

New

Exit Interview Section
General Comments Section

Submit Final Report

Return to Final Reports

Co-Site Auditors

IRB and Informed Consent E

Ceomplete Patient Case Component Information

Enter values for new Complete Patient Case Component record

(Were informed | @ Yes
consent © No
documents
reviewed:

Coniments. ’

[Were any major O Yes
linformed consent | @ No
[problems noted:

Camiments. ’

(Was each andited| © Yes
case reviewed for | O Mo

= [Documert: Done.

]
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30 Clle on the Review Of patient case records ¥ Prepare CTMS Final Reports : Complete Patient Case Component - Netscape [_[o]x]

File Edit Miew Go Window Help

assessment: field down arrow and select 5 B

Patient Case Component || [identified:
Acceptable, Acceptable needs follow-up, or B At s ’
Unacceptable. Aaiiel Did the auditors |© Tes
conduct an O No
o adequ:te P
The selected rating appears in the field. G
@ Exit Interview Section ——
[Review of patient [
31. Select Save from the bottom of the Complete & Conerallomnieniiinécoin S
Patient Case Component Information frame B -
on the I'i ht @ Retum to Final Reports
g : o T || AR dara elements that are mandatory are in bold and that are

optional are in italic

@ IRE and Informed Consent

Success is indicated in the right frame. s

= [ [Documert: Dane

=] i
4

32. Select Exit Interview Section from the left
frame. [ Prepare CTMS Final Reporls : Gomplets Patient Case Component -Netscape (=11

File Edit Miew Go Window Help

The Exit Interview Section frames appear. el e Tatnb iy omponen
Institution Institution Audit| £ Success!
Name|NCI Code | Category| I Row inserted
The Exit Interview Section left frame appears HARRISCH| - WAO26 Brevention| 11/
L A A MEMORIAL Institution Name: [HARRISON MEMORIAL HOSFITAL
listing the reviews and the right frame jf [ EOSETAL Tnstitution T [W4026
. . o, . . Code:
provides specifics on the first exit interview l S B s Lon s
listed in the left frame. I _Retueny | ol degty ol
|| |Audit Date: 117281998
’ Mew ‘Main IATASE A CLINIC
. . . . Member/CCOP
33. Select the institution you wish to complete an i NET Name:
s . . i| @ ExitInterviewSection Group: sSWOG
exit interview section for from the left frame. B EE T e
enersl Conmens Sectiy || Pafencose .
e 1 _»IJ o f
The right frame reflects this selection. ller Dot o | =
34. Select Yes or No for all fields on this form.
37 Prepare CTMS Final Reports : Complete Exit Interview Section - Netscape _[O x|
File Edi View Go Window Help
Note: Comments must be included for all Exit Interview Section [ Exit Interview Section E
answers lndlcatlng a' deﬁCIGHCy Institution |Institution Audit| £ Institation Name: [HARRISON MEMORIAL HOSPITAL
Name [NCI Code | Category| 1 tution NCI_|[¥rA026
HARRISON| WAD26 | Prevention|(11/2 Code:
SRR [Audit Type: [Routine audis
HOSPITAL =
\Audit Category: |[Prevention
Recod Lorl [Audit Date: 11/28/1998
[Main ATASEA CLINIC
@ General Comments Section [Member/CCOP
Name:
@ Submit Final Report TR SWOG
@ Return to Final Reports | [Was the exit © Yes
linterview O No
@ CoSite Auditors ;;‘_E“‘*““'Yﬂ“‘-
@ IRB and Informed Consent | [Were the @ Yes -
= [Document: Done 4

’
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35 Select Save from the bOttom Of the EXit 7 Prepare CTMS Final Reports : Complete Exit Interview Section - Netscape _[ofx]

File Edit ¥iew Go Window Help

Interview Section frame on the right. O TR T | Ly :
L. . . 3 Institution Institution Audit| £ :)Z::;menﬂaﬁnns ((': lizs
Success is indicated in the right frame. Nae NCLCode| Category| 1| imade? 17 “Yes",
HARRISON| WAO26 | Prevention 11/2 explain below:
Bgég% Did the auditors | & Yes
. conduct an © No
36. Select General Comments Section from the adequate exi
Record 1 of 1 linterview:
left frame. & [Exit Interview  |[Recommendea that more attention be
@ General Comments Section Comments: to swall detail
[Expand
. @ Submit Final Report Comatioate
The General Comments Section frames . :
Return to Final Reports - M e
appear. @ CoSite Auditors
SN All dater clemants thet are mandazory ar in bold and that are
@ IR and Informed Consent _ aptional are in iiadic T
The General Comments Section left frame e ol | Ll

appears listing the reviews and the right frame

provides specifics on the first exit interview ‘

listed il’l the 1eft frame. File Edit View Go Window Help
General Comments Section || [Audit Category: |[Prevestion -
Note: You may select Expand Comments to T T e e e
Name|NCI Code | Category| 1 e
have a larger data entry area to t}’P)e your HARERISON|| WAD26 |Prevention |11/ 1\N/Iameh e
comments. - Grows [5wOs
| (Was the audit @ Yes
37. ‘ Record 1 of 1 ""“d“;j':d O
. . . . according to
38. Select the institution you wish to complete a Bt bk T
general comments section for from the left | Bt Ol commrt |
frame. \ P e B [-ccommandasions:
1 T T \Expand
| @ IRB and Informed Consent Comments, -
. . . Content Cnmnnnem
The right frame reflects this selection. ! SCRIAT DS © s | e 3
‘ =il [Documert: Done: 4
39. Select Yes or No for all fields on this form.
3 Prepare CTMS Final Reports : Complete General Comments Section - Netscape |_[ofx]
Note: Comments must be included for all e B S B i B :
answers lndicatlng a deﬁ(:lenc}]. General Comments Section = General Comments Section =
Institution Institution Audit| £ || Success!
Name [NCI Code | Category| 1 || Rowupdated
40. Select Save from the bottom of the General FARRISON|  WA026 | Prevention| 11/
. . WEMORIAL Institution Name: |HARRISON MEMORIAL HOSPITAL
Comments Section frame on the right. HOSPTTAL e
L . . . R i::.ii:Type: Routine audit
Success is indicated in the right frame. @ Submit Final Report (Audit Categury: _[Provension |
B |Audit Date: 11/28/1998
Setum {0 Zinal Reports Main [ALASKA CLINIC
41. Select Submit Final Report from the left 9 CoSite Auitors Blrsiss
@ TRE and Informed Consent Group: SWOG
frame. Content Component 3 Was the audit ® Yes
conducted O No
. 4t = _|J PN I _l‘I
The Submit Final Report frames appear with = booumer 5ore 4

appropriate information already filled in on the
right frame.
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42. Enter optional information as required. 3% Prepare CTMS Final Reports : Submit Final Report - Netscape - [O[x]

File Edit View Go Window Help

. . . Submit Final Report = Submit Final Report =
43. Select Yes in the Submit Final Report: ficld v W e
: Institution Institution Audit| £ Institation HARRISON MEMORIAL HOSFITAL
to submit the report now. Name [NCI Code | Category| 1 || [Name:
HARRISON| “WAO26 Prevention|11/] Institation NCI | [WAD26
MEMORIAL Code:
Success is indicated. ECSHTAL Audic Type: [Rowine aues
\Audit Category: [Prevention
Record 1 of 1
|Audit Date: 11/28/1998
: @ Ret o Final Reports Main IALASE A CLINIC
44. Select Save from the bottom of the right 3 S ey -
Co-Site Auditors NCI Name:
frame . Group: SWoG
@ IRB and Informed Consent | |
Cnntem ﬁztrtDue 1212611998
Success is indicated. CRIER R reparca B2 |[
S — . _'F “Drsmlmdﬂn' r . ;I;I
=) [Dacument: Done | 7

Note: You may select Audit Staff at anytime
during this procedure to add or delete current
audit staff associated with this report.

File Edit View Go Window Help

‘ MEMORIAL ‘ I leroup: SWOG 5
HOSPITAL eport Due
45' g:ﬂ;ﬂD 12/26/1998
Select Return to Final Reports from the left SN Frovared By [acrie vor
frame. @ Return to Final Reports Z[eﬂg}gﬁ% [12/10/1898
@ Co-Site Auditors Approved By: | [soms voe
. . @ TRB and Informed Consent Approved On:
The Final Reports frames are displayed. Content Component it
R e SR e
Note: You may continue submitting final 7 Lo P s | Clew
reports at this time. et T i o T e AT o e Tt L AR
@ General Comments Section optional are in italic
46. Select Return to Final Reports from the left b i 0 ! _r/
frame.
The Final Reports frames are dlSplayed 37 Prepare CTMS Final Reports : Submit Final Report - Netscape - [ox]
File Edit View Go Window Help
Note: You may continue submitting final it el oA e ]
rep orts at this time. Institution|Institution|  Audit| £ || Swccess!

Name NCI Code| Category| I || Rowupdated
HARRISON|  WA026| Prevention 1172

MEMORIAL Institution [HARRISON MEMORIAL HOSPITAL
HOSPITAL Name:
Institution NCI [WA026
Record 1 of 1 Code:
P Audit Type:  [Routine audit —

Return to Final Reports

Audit Category: | [Prevention

@ CoSite Auditors Audit Date: 11/28/1998
@ BB and Informed Consent o ﬁ:]xzher/CCOP T T
Content Component NCT Name:
@ Pharmacy Component Group: SWOG
.i| [ReportDue 122601998 :
e A T Y =
| | | A | _»l_l
=3l [Document: Done 7
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H : & CTMS Activities - Net WebFind [ «Notify [ [0 x]
Vlew Smeltted Group Eile Edit M\e Ommucp ——=ernel e

F i na I Re po rts CTMB Audit Information System
You may review CTMS final reports that have already
been submitted. This section covers reviewing these @ andit Seheduling Information
reports. All fields on the Query screen do not need to £ Maintain STMS Auditor Disk
be completed to find existing information. Complete 3 IR epuri Miform alivne
any known information to find the required OsRepons P
information. N e T
e Retum to Wiain Wem I ;I;I
1. Select CTMS Final Report Information = s :
from the CTMB Audit Information System i
window. #{ CTMS Final Reports - Netscape (O] x]
File Edit Wiew Go ‘Window Help
The CTMS Final Report Information window 7
appears.
2. Select View Submitted Final Reports from @ Prepare Final Reports
the CTMS Final Report Information @ View Submitted Final Reports
window. @ View/Update Returned Final Reports
@ View Final Report Comments 1y

The Query on Final Report Information Gl PR
window is displayed

= Documert: Done |

3. Click on the Institution Name: down arrow to i

search for the desired institution.

The List Of Values: Institution Name, o S o T T
Institution NCI Code, Audit Type, Audit Query on Final Report Tnformation
Category, Audit Date, Audit City, Audit State, Tnstiation Name:

Audit Zip Code window appears. nsiourion INCT Code:
\Audit Type:

|Audit Category:

Note: Typing in the institution name, instead —
of using the down arrow in this field, will not TG
allow for automatic fill in of all fields on the Audit State:
form. [Audit Zip Code:

ey
g

HEELININD

l

Group:

4. Select the institution name from the list on the _Find] _olear |
left. il I

B Bocumert: bors

OR v

St
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5. Type a known part of the name in the Search 3 List Of Values: Institution Name, Institut... [BI[=] F1

criterion for Institution Name: field using List Of Values: Institution Name,
the wildcard % for the unknown portion, Institution NCI Code. Audit T
select Find, and select the desired institution nstt.tutmn o 4 ype
name when it appears. Audit Category, Audit Date, Audit
City, Audit State, Audit Zip Code,

The List Of Values: Institution Name,
Institution NCI Code, Audit Type, Audit

Search cnterion for Institution M ame:

Category, Audit Date, Audit City, Audit State, Ik MM

Audit Zip Code window is removed from the

screen and the selected name is displayed in Tnstitation.  |stitationAudic |Aadic - [|Aadic

the Institution Name: field of the Query on Name NCI Code Type | Category Date

Final Report Information window. Al fields BETH ISRAELNY003  |[Reandit|Combined|[11/18/1998

are automatically filled in for the selected MEDICAL

institution name, except for the Group field. LERned

DUKE UNIV ‘NCOIO Reaudit ‘UCOP ‘121’029’1998 .

6. Click on the Group: ficld down arrow to JUTOE | 3

search for the desired group. +

# View Final Reports Submitted to CTMB : View Submitted CTMS Final Reports - Net... [HI[=] F1

File Edit Mew Go Window Help

The List of Values: Group window appears R e T B
. nstitution NMame: |frwprana mnIversTTY meprcaL cen| ]
7. Select the group name from the list on the left. Tnstition T Codes [rrons
|Audit Type: IRDuclnE audit
OR |Audit Category: [reeacnent
. |Audit Date: X
8. Type a known part of the name in the Search i :““mgﬁ -
. . . . U ty: Indianapolis
criterion for Group: field using the wildcard AR =
% for the unknown portion, select Find, and SuditZip Coter [ass
select the desired group name when it appears. g =
Find| Clear

The List Of Values: Group window is q |
removed from the screen and the selected =

name is displayed in the Group: field of the +

Query on Final Report Information window.

St

= =
g
o
L4
®)]
)
|

Group

2

%\

w
B
Q
oY

q

[
9]
(7]

t
9]
(8]
[

=
2
fay
L]

[
L]
[

{‘
[
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Select Find from the bottom of the Query on
Final Report Information window.

The Final Reports listing is displayed in the
left frame for the available final reports and
specific information on the first report in the
list is displayed in the Final Reports right
frame.

Note: At this time you may scroll to the
bottom of the right frame and select to review
CTMS Auditor Information, IRB and
Informed Consent Component, Pharmacy
Component, Patient Case Component, Exit
Interview Section, General Comments
Section, or Submission Information on the
specific final report. You may also choose to
View/Print Final Report, which is performed
using Acrobat Reader. Refer to Prepare Final
Reports in this document for specifics on each
of these actions.

- View Final Reports Submitted to CTMB : Yiew Submitted CTMS Final Reports - Net...

File Edit ¥iew

Go Window Help

Query on Final Report Information

Institution Name: | [TupTans mIveRsITy NEbIcal cew =]
Institution NCT Code: [Twoo7 |
Audit Type: [Roucine awdic

Audit Category:

[Treatment

Audit Date: [11/17/1998 ta
Audit City: |me\1anapaus
Audit State: [m]

Audit Zip Code: [sas23

Group: suoG | =l

Find | Clear

[Documert: Done

v

¥ View Final Reports Submitted to CTMB : View Submitted CTMS Final Reports - Net...

File Edit VMiew Go Window Help
Final Reports Final Reports =
Tnstitution |Tnstitution| Audic |Aud| [Tnstitution Names NDIANA UNTVERSTTY
Name [NCI Code| Category |Dat MEDICAL CENTER
TNDIANA | TM007 |Treatmen:|11/1| [Institution NCT Code: 7007
UMIVERSTTY [Audit Type: Routine andit
MEDICAL :
CENTER \Audit Category: Treatment
[Audit Date: 111711998 =
Record 1 of 1 |Audit City: [Indianapolis
Audit State: g

ReGluery

[Audit Zip Code:

54523

Fuy (Main Member/CCOP MNDIANA TNTVERSITY
[Name: MEDICAL CENTER.
@ Return to Query Page Group: SWOG
[Report Due Date: 121151998
[Principal Investigator: [Ecb Tacksen
| 5| [Numher of Pratacal 1 E
=l [Document: Dane 7

- View Final Reports Submitted to CTMB : View Submitted CTMS Final Reports - Net...

File Edit View Go Window Help
Final Reports ‘Rwiwwed: ‘ -
[Number of Cases Audited: [11 |
Institution [Institution| Audit [Aud
Name [NCICode [Category [Dat
INDLAMA | INOO7 [Treatment [11/1
UNIVERSITY @ CTMS Auditor Information
MEDICAL
CENTER @ TRE and Informed Consent Component
R e @ Pharmacy Component
@ Patient C‘ase Component
ReQuery
@ Exit Interview Section
Query
@ General Comments Section
@ Retum to Query Page
@ Submission Information |
. )| @ ViewPrint Final Report i
= [Decumert: Done 4
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1 - CTMS Activities - Net WebFind [ «Notify| _ [O] x|
VIeW/U pdate Retu rned Eile Edit M\e ommucp ——=ernel e

F i na I Re po rts CTMB Audit Information System b
You may review final and/or update final reports that
have been returned. This section covers reviewing and @ andit Seheduling Information
updating these reports. £ Maintain STMS Auditor Disk
@ CTMS Final Report Information
1. Select CTMS Final Report Information OsRepons P
from the CTMB Audit Information System N, T
WindOW. e Retum to Wiain Wem I ;I;I
= [Document: Done E
The CTMS Final Report Information window i
appears. 7 CTMS Final Reports - Netscape H=1F

File Edit Yiew Go Window Help

2. Select View /Update Returned Final
Reports from the CTMS Final Report
Information window.

@ Prepare Final Reports
The Final Reports listing is displayed in the @ View Submitted Final Reports
left frame for the available final reports and @ View/Update Retuned Final Reports
specific information on the first report in the PR R A il
list is displayed in the Final Reports right Gl PR
frame.
Bl | _>l;|
Note: At this time you may scroll to the = o ! 2
bottom of the right frame and select to review i
CTMS Auditor Information, IRB and
Informed Consent Component, Pharmacy e Roopors - Co-Site Final Repor - Netscape
Component, Patient Case Component, Exit e B R 3
Interview Section, General Comments e — SEam
Section, or Submission Information on the =
specific final report. You may also choose to cinic Code:
. . . . . GOOD 0087 [Prevention [1 [Audit Type: Routine audit
View/Print Final Report, which is performed SAMARTTAN e 2
1 A b t R d R f P F 1 S |Audit Date: 111281998
using Acrobpa eader. eter to repare rina AKRON| OHO053| w©CoR|t
R R . Bl [Main [ALASE A CLINIC
Reports in this document for specifics on each MEDICAL Member/COOP
. CENTER. Name:
of these actions. == i swoa
Records 1to 3 of 3 IReport Due 12126/1998
iDate:
_Retuay | | Principal [Fovien
.|| [mvestigator: =
o i _[J i . _I_I
=l [Documert: Done 7
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View Final Report
Comments

You may review final report comments. This section
covers reviewing final report comments. All fields on
the Query screen do not need to be completed to find
existing information. Complete any known information
to find the required information.

1. Select CTMS Final Report Information
from the CTMB Audit Information System
window.

The CTMS Final Report Information window
appears.

2. Select View Final Report Comments from
the CTMS Final Report Information
window.

The Query on Final Report Comments window
is displayed

3. Click on the Institution Name: down arrow to
search for the desired institution.

The List Of Values: Institution Name,
Institution NCI Code, Audit Type, Audit
Category, Audit Date, Main Member/CCOP
Name, Group, Audit City, Audit State window
appears.

Note: Typing in the institution name, instead
of using the down arrow in this field, will not
allow for automatic fill in of all fields on the
form.

4. Select the institution name from the list on the
left.

OR

& CTMS Activities - Netscape

aWebFind [ +Notify [ - [O] x|

Eile Edit View Go Communicator Help

CTMB Audit Information System

@ Audit Scheduling Information
@ Maintain CTMS Auditor List
@ CTMS Final Report Information

@ Reports

> Refurn to Main Mem I _|_~|

=il [Document: Done i

7 CTMS Final Reports - Netscape _[Of x|
File Edit Yiew Go Window Help

@ Prepare Final Reports

@ View Submitted Final Reports

9@ View/Update Returned Final Reports

@ View Final Report Comments 1y

@ Return to Main Menu

o
g‘l\ Document: Dane | I 4
- View Final Report Comments : Final RepcrtNetscape _ o] x|
File Edit ¥ew Go Window Help
|
[Enstitution Mame: T |
Institution NCI Code: l_
[Audit Type: ]
[Audit Category: T
[Audit Date: T ol
(Main Member/CCOP Name: I
Group: 1
Audit City: ]
Audit State: [
| @ Return to CTMS Final Report Information " _‘_vl
;“\ [Documert: Done : 7

v
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Type a known part of the name in the Search
criterion for Institution Name: field using
the wildcard % for the unknown portion,
select Find, and select the desired institution
name when it appears.

The List Of Values: Institution Name,
Institution NCI Code, Audit Type, Audit
Category, Audit Date, Main Member/CCOP
Name, Group, Audit City, Audit State window
is removed from the screen and the selected
name is displayed in the Institution Name:
field of the Query on Final Report Comments
window. All fields are automatically filled in
for the selected institution name.

Select Find from the bottom of the Query on
Final Report Comments window.

The Final Reports listing is displayed in the
left frame for the available final reports and
specific information on the first report in the
list is displayed in the Final Reports right
frame.

7 List Of Values: Institution Name, Institut... |5 |[=] 3

List Of Values: Institution Name,
Institution NCI Code, Audit Type,
Audit Category, Audit Date, Muain
Memher/'CCOP Name, Group, Audit
City, , Audit State

Zeatch criterion for Institution IMame:

IF M Close |

Institution Institution||Audit : Audit
Name NCI Code |Iype L Categor
AERCH OHO053  [Eoutine | AKRON TCCEP
GEMEEAL it
LEDICAT

F F'E'T\T'T"I:"D I

- View Final Report Comments : Final Reports - Netscape _[olx]
File Edit View Go Window Help
=l
[stitution Name: [0 Tas mTveRs Ty MEDICAL cEn)| =]
[Institution NCT Code: INOO7
[Audit Type: [Rowcine audic
\Audit Category: ITrEacmEnE
\Audit Date: [11/17/1998] to |
Main Member/CCOP Name: [1np1au. UNIVERSITY MEDICAL CEN
Group: [swoc |
\Audit City: IIndJanapnllﬁ
[Audit State: ]
Find | Clear
@ Return to CTMS Final Report Information
Al _'l_I
= [Document: Done 1 A

Eil

v

3 View Final Report Comments : Final Reports - Netscape

e Edit View Go Window Help

Final Reports View Final Report Comments
Institution |Institution| Audit [Institution Name: [BETH ISRAEL MEDICAL CENTER
Name  [NCICode| Categor, || Mystiration NCI Code: Y003
BETH [ NY003 |[Combine || [sudic Type: Reaudt
ISRAEL -
MEDICAL [sudit Category: Combined
CEMTER [Audit Date: 11/18/1998
OCHSNER | LA040 [Prevenio™ || [Main Member/CCOP [ALBERT EINSTEIN COLL. OF
ccop Name: MED
SOUTH | IL106 [Prevemio | [Group: ECOG
SUBURBAN CTMB's Comments for  [ECOG report on Beth Leracl, 11/18/98,
CANCER CTMS: lacknowledged 11/25/98
CENTER
OTTAWA | 11025 |[Prevestio
CIVIC
HOSP
DUKE UNIV| NC010 | UCOP
MEDCL =
. 5
[ [Document: Done
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Review Reports

You may review all the reports that have been created and submitted. The following section takes you through the
process of viewing the various reports and the information they contain.
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& CTMS Activities - Netscape a\WebFind [ «Notify [ _ [O] x]

H H File Edit View So Communicator Hel

Review Audit Schedule s : -
. ANCER CTME Audit Information System
Detail Reports
You may view audit schedule detail reports once the @ Audit Scheduling Tnformation
final report is submitted. This section covers review of @ Maintain CTMS Audicor List
these reports. All fields on the Query screen do not @ CTMS Final Report Information
need to be completed to find existing information. Py |
Note: The use of the * and the word All will allow for 5 g =
viewing off all options in any given field. = [Bocume Done
1. Select Reports from the CTMB Audit ¢
. ;
Information System window. AR e e HEE

. | ) i Reports
The Reports window appears.

2. Select Scheduling Reports from the Reports @ Scheduling Reports
window. @ Final Reports

@ Preliminary Reports

@ Tracking Reports

The Scheduling Reports window appears.

@ Return to Main Menu L

3. Select Audit Schedule Detail Report from @ Download a free copy of Adobe Acrobat Reader
the Scheduling Reports window. . -
=3 Documert: Done 7
The Report Parameters window appears. i
3 Netscape _ [o] %]

FEile Edit iew Go MWindow Help

g ) ) i Scheduling Reports

@ Audit Schedule Detail Report

@ Audit Schedule Summary Report

@ Return to Reports Menu -

@ Return to Main Menu

—_—
o |

(=R Documert: Done |

v

&I_I;
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10.

Click on the Group: field down arrow to
select the group whose parameters you wish to
view.

The selected group is displayed in the Group:
field.

Click on the Main Member Code: field down
arrow to select the main member code whose
parameters you wish to view.

The selected main member code is displayed
in the Main Member Code: field.

Click on the Main Member Name: field
down arrow to select the main member name
whose parameters you wish to view.

The selected main member name is displayed
in the Main Member Name: field.

Type the audit from date in the Audit From
Date: field in the MM/DD/YYYY format.

Type the audit to date in the Audit To Date:
field in the MM/DD/YYYY format.

Click on the Cosite Visitor: field down arrow
to select the cosite visitor whose parameters
you wish to view.

The selected cosite visitor is displayed in the
Cosite Visitor: field.

Select Submit Query from the bottom of the
window.

This option utilizes Acrobat Reader to
display the selected report parameters on
screen.

7 Audit Schedule Detail Report - Netscape (Ol x]
File Edit View Go Window Help

Report Parameters

Group : <Al

Main Member Code :

Al
Main Member Name : |fA|\ j
Audit From Date : (MM/ DD/ TYYY)

Audit To Date :

(MM DD/ TYYY)

Cosite Visitor : Al

Submit Query Reset

&= [ |Document: Done | 4
3 Netscape o] x|
File Edt View Go Window Help
B[ &la] [ <[> [vi] 40| DImE E)E A
3
[ Audit Schedule Detail Report for CTMS

+ oe Main Member/CCOP Name
15/18/2908 Audit Time :

Type  Tite Affilation Eemait

foa w043 Main MemberCCOP Name ALBSR BINSTEIN COLL. 0F MED 5
@ [§Faoetoten | Qioow | GiTkesin || | >
= [Documert: Dane V)
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& CTMS Activities - Netscape a\WebFind [ «Notify [ _ [O] x]

Review Audit Schedule i
\NCE! CTMB Audit Information System
Summary Reports y

You may view audit schedule summary reports once the @ Audit Scheduling Tnformation
final report is submitted. This section covers review of @ Maintain CTMS Audicor List
these reports. All fields on the Query screen do not
need to be completed to find existing information.

@ CTMS Final Report Information

@ Reports -~
Note: The use of the * and the word All will allow for 5 g =
viewing off all options in any given field. = [Bocument Done
1. Select Reports from the CTMB Audit ¢
: :
Information System window. AR e e HEE

. | ) i Reports
The Reports window appears. ‘

2. Select Scheduling Reports from the Reports @ Scheduling Reports
window. @ Final Reports

@ Preliminary Reports

@ Tracking Reports

The Scheduling Reports window appears.

@ Return to Main Menu L

3. Select Audit Schedule Summary Report ? Domland a free copy of Mebe Aorohut Beader
from the Scheduling Reports window. SETEIE 4
= Documert: Done 7
The Report Parameters window appears. i
37 Netscape _[O] x]

FEile Edit iew Go MWindow Help

1 ) i0| Scheduling Reports

@ Audit Schedule Detail Report

@ Audit Schedule Summary Report

@ Return to Reports Menu -

@ Return to Main Menu

o |

(=R Documert: Done |

v

&I_I;
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10.

Click on the Group: field down arrow to
select the group whose parameters you wish to
view.

The selected group is displayed in the Group:
field.

Click on the Main Member Code: field down
arrow to select the main member code whose
parameters you wish to view.

The selected main member code is displayed
in the Main Member Code: field.

Click on the Main Member Name: field
down arrow to select the main member name
whose parameters you wish to view.

The selected main member name is displayed
in the Main Member Name: field.

Type the audit from date in the Audit From
Date: field in the MM/DD/YYYY format.

Type the audit to date in the Audit To Date:
field in the MM/DD/YYYY format.

Click on the Cosite Visitor: field down arrow
to select the cosite visitor whose parameters
you wish to view.

The selected cosite visitor is displayed in the
Cosite Visitor: field.

Select Submit Query from the bottom of the
window.

This option utilizes Acrobat Reader to
display the selected report parameters on
screen.

7 Audit Schedule Detail Report - Netscape (Ol x]
File Edit View Go Window Help

Report Parameters

Group : <Al

Main Member Code :

Al
Main Member Name : |fA|\ j
Audit From Date : (MM/ DD/ TYYY)

Audit To Date :

(MM DD/ TYYY)

Cosite Visitor : Al

Submit Query Reset

&= [ |Document: Done | 4
3 Netscape o] x|
File Edt View Go Window Help
B[ &la] [ <[> [vi] 40| DImE E)E A
3
[ Audit Schedule Detail Report for CTMS

+ oe Main Member/CCOP Name
15/18/2908 Audit Time :

Type  Tite Affilation Eemait

foa w043 Main MemberCCOP Name ALBSR BINSTEIN COLL. 0F MED 5
@ [§Faoetoten | Qioow | GiTkesin || | >
= [Documert: Dane V)
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Review Cosite Final
Report

You may view a cosite final report once the final report
is submitted. This section covers review of these
reports. All fields on the Query screen do not need to
be completed to find existing information.

Note: The use of the * and the word All will allow for
viewing off all options in any given field.

1. Select Reports from the CTMB Audit
Information System window.

The Reports window appears.

2. Select Final Reports from the Reports
window.

The Final Reports window appears.

3. Select CoSite Final Report from the Final
Reports window.

The Report Parameters window appears.

@ Audit Scheduling Information
@ Maintain CTMS Auditor List
@ CTMS Final Report Information

@ Reports

100 & Reports

@ Scheduling Reports
@ Final Reporis

@ Preliminary Reports
@ Tracking Reports

@ Reiurn to Main Menu

@ Download a free copy of Adobe Acrobat Reader

@ Co-Site Final Report

@ (o Site Final Report Template

@ Retwrn to Reports Menu

@ Return to Main Menu

CTMB AIS - Clinical Trial Monitoring Service Activities

Review Reports- 37



37 Co-Site Visit Report - Netscape _[of %]
File Edit Miew Go Window Help

4. Click on the Group: field down arrow to

select the group whose parameters you wish to R e
view. T
Group : Al
The selected group is displayed in the Group: Tnstitution ote + [A
field. Tnstitution Hame : [0 |
nuate weempate s || G
5. Click on the Institution Code: field down aditrobae ] ooy
arrow to select the institution code whose Riase ooy
parameters you wish to view. i A & =
The selected institution code is displayed in e . - -
the Institution Code: field. Bl I 4

6. Click on the Institution Name: field down ¥+ Netscape ¢ (o]

arrow to select the Institution name whose Db S e Sh i Al

. . &[5 el [ &= 1< «|» [v] || Dl 1
parameters you wish to view. - E|

L Co-Site Visit Report

The selected institution name is displayed in
the Institution Name: field.

s

SWOG Audit Category : UCOP Audit Type : Routine,
ON GENERAL MEDICAL CENTER, AKRON, OH 44307
ELAND CLINIC

ore tost Number of Prot

7. Type the audit from date in the Audit From
Date: field in the MM/DD/YYYY format.

AMiistion

8. Type the audit to date in the Audit To Date:
field in the MM/DD/YYYY format.

harmacy Operations Assessment  Ac

Accepuanie

] [(Pagetof7z | @ 100% | E11x848in |« |
= [Document: Done

St

9. Click on the Audit Category: field down
arrow to select the audit category whose
parameters you wish to view.

The selected audit category is displayed in the
Auditory Category: field.

10. Click on the Submission Flag: field down
arrow to select the submission flag whose
parameters you wish to view.

The selected submission flag is displayed in
the Submission Flag: field.

11. Select Submit Query from the bottom of the
window.

This option utilizes Acrobat Reader to
display the selected report parameters on
screen.
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& CTMS Activities - Netscape aWebFind [ +Notify [ - [O] x|

H H H File Edit View Go Communicator Hel

Review Cosite Final s : -
\NGE! CTMB Audit Information System
Report Template
You may view a cosite final report template. This @ Audit Scheduling Tnformation
section covers review of these templates. All fields on @ Mlaintain CIMS Auditor List
the Query screen do not need to be completed to find @ CTMS Final Report Information
existing information. Py |
Note: The use of the * and the word All will allow for 5 SRR =
viewing off all options in any given field. = [Bocume Done
1. Select Reports from the CTMB Audit ¢
. ;
Information System window. AR e e HEE

; ~ ) 4| Report:
The Reports window appears. N SROLL

2. Select Final Reports from the Reports @ Scheduling Reports

window. @ Final Reports

@ Preliminary Reports

The Final Reports window appears. @ Lracking Reports

@ Return to Main Menu L

@ Download a free copy of Adobe Acrobat Reader

3. Select Co-Site Final Report Template from

the Final Reports window. I‘_‘ 4
= Document: Done 7
The Cosite Final Report Template window i
appears.
# Netscape _[of x]

File Edit “iew Go Window Help

| ) 4 Final Reports

@ Co-Site Final Report

@ (o Site Final Report Template

@ Return to Reports Menu

@ Return to Main Menu

<l |

=5l |Document: Done i

Y
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4. This template may be printed or completed FARGEET0
using Acrobat Reader. EEEE RN EEE

This option utilizes Acrobat Reader to
display the template on screen. wocowe g

Principal Investigator :
al Accrual:

Co-Site Visitors:
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Review Pre-populated
Preliminary Report
Template

You may view a pre-populated preliminary report
template. This section covers review of these reports.
All fields on the Query screen do not need to be
completed to find existing information.

Note: The use of the * and the word All will allow for
viewing off all options in any given field.

1. Select Reports from the CTMB Audit
Information System window.

The Reports window appears.

2. Select Preliminary Reports from the Reports
window.

The Preliminary Reports window appears.
3. Select Pre-populated Preliminary Report
Template from the Preliminary Reports

window.

The Report Parameters window appears.

& CTMS Activities - Netscape

aWebFind [ +Notify [ - [O] x|

Eile Edit View Go Communicator Help

CTMB Audit Information System

@ Audit Scheduling Information
@ Maintain CTMS Auditor List
@ CTMS Final Report Information

@ Reports

> Refurn to Main Mem I _|_~|

=il [Document: Done

¥ Netscape _[o] x|

File Edt View Go Window Help

10 i Reports

@ Scheduling Reports
"]

Final Reports
@ Preliminary Reports

@ Tracking Reports

@ Return to Main Menu L

@ Download a free copy of Adobe Acrobat Reader

= Bocurert bons

v

37 Netscape =13

File Edit Yiew Go Window Help

14| Preliminary Reports

@ Prepopulated Preliminary Report Template

@ Preliminary Report Template

@ Return to Reporis Menu —

@ Return to Main Menu

[Document: Dore
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Click on the Group: field down arrow to
select the group whose parameters you wish to
view.

The selected group is displayed in the Group:
field.

Click on the Institution Code: field down
arrow to select the institution code whose
parameters you wish to view.

The selected institution code is displayed in
the Institution Code: field.

Click on the Institution Name: field down
arrow to select the Institution name whose
parameters you wish to view.

The selected institution name is displayed in
the Institution Name: field.

Type the audit from date in the Audit From
Date: field in the MM/DD/YYYY format.

Type the audit to date in the Audit To Date:
field in the MM/DD/YYYY format.

Select Submit Query from the bottom of the
window.

This option utilizes Acrobat Reader to
display the selected report parameters on
screen.

7 Pre-populated Preliminary Report Template - Netscape

Report Parameters
Group : Al

Al

Institution Code :

Institution Hame :

Audit From Date : (MN/DD/¥VYY)

> [MN/DD/ ¥VYY)
Audit To Date :

i Netscape
=0 N I T s ST

Co-site Visitor Preliminary Report

SwoG NCICade:  OHUS Category ¢ UCOP
AKRON GENERAL MEDICAL CENTER, AKRON, OH

, Main Member/
LEVELAND
CLEVELAND CLINIC e e, MO

Audit Dt 3 Ly

Audit Typs 1 Rownine Components ;I P, PC

Audit Teom Leader 1 Telephon :

Nume of Co-site Visitar 1 Representing: []NCI [J€TM3
Tchoek onel

MAJOR DEFICIENCIES WITH IRB OR INFORMED CONSENT CONTENT - NO YES
I YES, briefly deseribe

DRIUG ACCOUNTABILITY/PHARMACY NON-COMPLIANCE - NG [ YES
I YES, briefly desesibe
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Review Preliminary
Report Template

You may view a preliminary report template. This
section covers review of these templates. All fields on
the Query screen do not need to be completed to find
existing information.

Note: The use of the * and the word All will allow for
viewing off all options in any given field.

1. Select Reports from the CTMB Audit
Information System window.

The Reports window appears.

2. Select Preliminary Reports from the Reports
window.

The Preliminary Reports window appears.

3. Select Preliminary Report Template from
the Preliminary Reports window.

The Co-Site Visitor Preliminary Report
window appears.

& CTMS Activities - Netscape aWebFind [ +Notify [ - [O] x|

Eile Edit View Go Communicator Help

CTMB Audit Information System

@ Audit Scheduling Information
@ Maintain CTMS Auditor List

@ CTMS Final Report Information

@ Reports -

> Refurn to Main Mem I _|_~|

=il [Document: Done ¢

¥ Netscape _[o] x|

File Edt View Go Window Help

|| Reports

@ Scheduling Reports

@ Final Reports
@ Preliminary Reports

@ Tracking Reports

@ Return to Main Menu L

@ Download a free copy of Adobe Acrobat Reader

v

37 Netscape =13

File Edit Yiew Go Window Help

= Bocurert bons

4N i Preliminary Reports

@ Prepopulated Preliminary Report Template

@ Preliminary Report Template

@ Return to Reporis Menu —

@ Return to Main Menu

[Document: Dore
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4. This template may be printed or completed X, Netscape

5[ S5t o 2] <] <[+ [ <[] Bloin] 200

using Acrobat Reader.

This option utilizes Acrobat Reader to Corsite it Preliminan Report
display the template on screen. o N cuery

Main Memberf Main Member!
CCOP Namw ¢ CCOP NCI Code :

Avdit Date

Audit Type : Components
Avdit Team Leader 1 Telephone :

Name of Co-site Visitor : Representing: [ NCI [ CIMS
feheck une)

MAIOR DE 118 WITH IRE OR INFORMED CONSENT CONTENT < NO £ YES
18 YES. briefly descaibe

DRUG ACCOUNTABILITY/PHARMACY NON-COMPLIANCE : NO 1 YES
I YES, briefly describe:
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& CTMS Activities - Netscape a\WebFind [ «Notify [ _ [O] x]

Review Final Report -
- - . ANCER CTMB Audit Information System

Submission Tracking N :

Report ® AniSchnting Ttorman

@ Maintain CTMS Auditor List

You may view a final report submission tracking report
that tracks specific events. This section covers review

@ CTMS Final Report Information

@ Reports -
of these reports. All fields on the Query screen do not
need to be completed to find existing information. . il = )
=il [Document: Done
Note: The use of the * and the word All will allow for ¢
viewing off all options in any given field.
File Edit Wiew Go Window Help
1. Select Reports from the CTMB Audit =
Information System window. 101 | Reports
The Reports window appears. 9 Scheduling Reports
@ Final Reports
2. Select Tracking Reports from the Reports 9 Preliminary Reports
window. @ Tracking Reports
@ Return to Main Menu L
The Tracking Reports window appears. @ Download a free copy of Adobe Acrobat Reader
3. Select Final Report Submission Tracking = e "_,l
Reports from the Tracking Reports window. i
# Netscape _ (o] x]

The Report Parameters window appears. it

@ TFinal Report Submission Tracking Report

@ Overdue Reports

@ Return to Reports Menu

@ Return to Main Menu

| |
[F[ [Documert: Done |

v

.\\I_I<_
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4. Click on the Group: field down arrow to
select the group whose parameters you wish to
view.

The selected status is displayed in the Group:
field.

5. Click on the Institution Code: field down
arrow to select the institution code whose
parameters you wish to view.

The selected institution code is displayed in
the Institution Code: field.

6. Click on the Institution Name: field down
arrow to select the Institution name whose
parameters you wish to view.

The selected institution name is displayed in
the Institution Name: field.

7. Type the audit from date in the Audit From
Date: field in the MM/DD/YYYY format.

8. Type the audit to date in the Audit To Date:
field in the MM/DD/YYYY format.

9. Click on the Audit Category: field down
arrow to select the audit category whose
parameters you wish to view.

The selected audit category is displayed in the
Auditory Category: field.

10. Select Submit Query from the bottom of the
window.

This option utilizes Acrobat Reader to
display the selected report parameters on
screen.

- Final Report Submission Tracking Report - Netscape
File Edit View Go Window Help
|
Report Parameters
Group : <Al
Institution Code : [wa]
Institution Hame : |*AH j
Budit From Date : MM/ DD/ YYYY)
Budit To Date : (MM/DD/YYYY)
Budit category : Al
Submit Query Reset
= rl
= Document: Done v
i Netscape = [=1F3
File Edit View Go Window Help
Bl EE R ENEEEE 1
E
[ Final Report Submission Tracking Report
sage 1
mun Byt cTHEATS Date ¢
Group Audit Date [Institution Name Institution Audit Final Repg
Code Category Due Date
W06 11MaeR AKRON GENERAL MEDIGAL GENTER OHO53 USoP 211201998
swoe 12021998 NORTHEAST AL REG MEDICAL CTR ALos ucor 127301998
SWOG 12081998 WEST SUBURBAN HOSPITAL 1020 Prevention  01/07/1999
| [YPagetot1 | O oow | F1xssin |of | _»'_I
=l [Documert: Done 4
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Review Overdue Reports

You may view overdue reports. This section covers
review of these reports. All fields on the Query screen
do not need to be completed to find existing
information.

Note: The use of the * and the word All will allow for
viewing off all options in any given field.

1. Select Reports from the CTMB Audit
Information System window.

The Reports window appears.

2. Select Tracking Reports from the Reports
window.

The Tracking Reports window appears.

3. Select Overdue Reports from the Tracking
Reports window.

The Overdue Reports window appears.

@ Audit Scheduling Information
@ Maintain CTMS Auditor List
@ CTMS Final Report Information

@ Reports

100 & Reports

@ Scheduling Reports
@ Final Reporis

@ Preliminary Reports
@ Tracking Reports

@ Reiurn to Main Menu

@ Download a free copy of Adobe Acrobat Reader

@ TFinal Report Submission Tracking Report
@ Overdue Reports

@ Return io Reports Menu

9 Return to Main Menu
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10.

11.

Select Overdue Final Reports from the
Overdue Reports window.

The Report Parameters window appears.

Click on the Group: field down arrow to
select the group whose parameters you wish to
view.

The selected status is displayed in the Group:
field.

Click on the Institution Code: field down
arrow to select the institution code whose
parameters you wish to view.

The selected institution code is displayed in
the Institution Code: field.

Click on the Institution Name: ficld down
arrow to select the Institution name whose
parameters you wish to view.

The selected institution name is displayed in
the Institution Name: field.

Type the audit from date in the Audit From
Date: field in the MM/DD/YYYY format.

Type the audit to date in the Audit To Date:
field in the MM/DD/YYYY format.

Click on the Audit Category: field down
arrow to select the audit category whose
parameters you wish to view.

The selected audit category is displayed in the
Auditory Category: field.

Select Submit Query from the bottom of the
window.

This option utilizes Acrobat Reader to
display the selected report parameters on
screen.

;¥ Netscape M[=1F

File Edit View Go Window Help

i D) 8| Overdue Reports

@ QOverdue Final Reports

@ Returned Final Reports Pending Re-submission

@ Return to Reports Menu

@ Return to Main Menu —

| |

sl_l;

= [Document: Done |
3 Overdue Final Reports - Netscape M=k
File Edit iew Go Window Help
Report Darameters Bl
Group : Al
Institution Code : Al
Institution Hame : I*AH d
Audit From Date : (MM/ DD/ FEYY)
Audit To Date : (MM/DD/YVIY)

Al
Audit Category :

Subrmit Query Reset

S

= [Documert: Done 1

¥ Netscape o]

File Edit “iew Go Window Help

a| = slsE| [ &l&l 14 4] 1] v | Dol E)E A
[ Overdue Final Reports - (Excluding Any Returned Reports)
wn by commars

| [Pagedor | @ oow | B 11xesin | | _.rl

4

= [Document: Done:
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Review Returned Reports
Pending Re-submission

You may view overdue follow-up items. This section
covers review of these items. All fields on the Query
screen do not need to be completed to find existing
information.

Note: The use of the * and the word All will allow for
viewing off all options in any given field.

1. Select Reports from the CTMB Audit
Information System window.

The Reports window appears.

2. Select Tracking Reports from the Reports
window.

The Tracking Reports window appears.
3. Select Final Reports Pending Re-
Submission from the Tracking Reports

window.

The Report Parameters window appears.

& CTMS Activities - Netscape

aWebFind [ +Notify [ - [O] x|

Eile Edit View Go Communicator Help

CTMB Audit Information System

@ Audit Scheduling Information
@ Maintain CTMS Auditor List
@ CTMS Final Report Information

@ Reports

> Refurn to Main Mem I _|_~|

=il [Document: Done ¢

¥ Netscape _[o] x|

File Edt View Go Window Help

|| Reports

@ Scheduling Reports
"]

Final Reports
@ Preliminary Reports

@ Tracking Reports

@ Return to Main Menu L

@ Download a free copy of Adobe Acrobat Reader

v

# Netscape M=

File Edit Yiew Go Window Help

= Bocurert bons

@ TFinal Report Submission Tracking Report

@ Overdue Reports

@ Return to Reports Menu

@ Return to Main Menu

| |
[F[ [Documert: Done |

.\\I_I<_
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10.

Click on the Group: field down arrow to
select the group whose parameters you wish to
view.

The selected status is displayed in the Group:
field.

Click on the Institution Code: field down
arrow to select the institution code whose
parameters you wish to view.

The selected institution code is displayed in
the Institution Code: field.

Click on the Institution Name: field down
arrow to select the Institution name whose
parameters you wish to view.

The selected institution name is displayed in
the Institution Name: field.

Type the audit from date in the Audit From
Date: field in the MM/DD/YYYY format.

Type the audit to date in the Audit To Date:
field in the MM/DD/YYYY format.

Click on the Audit Category: ficld down
arrow to select the audit category whose
parameters you wish to view.

The selected audit category is displayed in the
Auditory Category: field.

Select Submit Query from the bottom of the
window.

This option utilizes Acrobat Reader to
display the selected report parameters on
screen.

37 Returned Final Reports Pending Resubmission - Netscape _[of x|
File Edit Wiew Go Window Help
Report Parameters |
Group : =l
Al
Institution Code :
Institution Hame : |*AH J
(MM/ DD/ TTYY)
Budit From Date :
(MI/ DD/ FYTY)
Rudit To Date :
Al
Budit Category :
Subrmit Query Reset .
o | _lJ
= Docurert: Done i %
3 Netscape ol x]
File Edit Wiew Go Window Help
S| [ 288E| v RIS 1] v [vi] a1»| BIEIE] E0E r
[ Returned Final Reports Pending Resubmission
E
man by + cTMBAIS
Group Audit Date Institution Name Institution Audit Category Date Return
Code For Update
SWOG 111998 AKRON GENERAL MEDIGAL GENTER 0H053 ucoP
AKRON, OH
W] [BFagetoti | O doow | E11xesin [« | .|‘I
il [ v
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